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RE: Docket No. 2003D-0263; Draft Guidance for Indqtry: Channels of 
Trade Policy for Commodities Witfi I&id$&of Pesticide Chemicals, for 
Which Tolerances Have Been Revoked, Suspended, or Modified by the 
Environmental Protection Agency (Draft Guidance). 

Dear Sir or Madam: 

The National Food Processors Association (NFPA) takes this opportunity to 
comment on the Draft Guidance made available on July 23. NFPA is the voice of 
the $500 billion food processing industry on scientific and public policy issues 
involving food safety, nutrition, technical and regulatory matters, food security and 
consumer affairs. NFPA’s three scientific centers, its scientists and professional 
staff represent food industry interests on governiment and regulatory affairs knd 
provide research, technical services, education, c,ommunications and’crrsis 
manageme$~support for the associatron’s U.S. and international Members. “NFPA 
Members produce processed and packaged fruit, vegetable, and grain prod<%, 
meat, poultry: and seafood products, snacks, drinks and juices, or provide supplies 
and services to food manufacturers 
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General Comments 

NFPA appreciates the Food and Drug Administration’s (FDA) effort to establish a 
general policy for implementing Section 408(l)(5) (channels of trade provision) of 
the Federai Food, Drug, and Cosmetic Act (FFDCA). An understanding of 
Agency policy and intent will facilitate advance planning and eventual compliance 
by affected parties. However, it remains essential, as indicated in the Draft 
Guidance, for FDA to continue the current approach of issuing guidance on a 
case-by-case basis for each pesticide that is subject to EPA to!erance revocation, 
suspension, or modification. Each pesticide tolerance action by EPA will 
potentially have unique features involving not only the characteristics of the 
pesticide, but also the conditions of registration and subsequent tolerance action. 
For example, ma recent proposal (68 & 54451) to accept voluntary candehation 
of the registration for the pesticide molinate, which is registered for use on rice, 
EPA is proposing to allow continued sale at a decreasing per&&age of a 2002 
baseline into 2008. On June 30, 2008 the registrants will be prohibited from’ 
selling or distributing molinate. However, use of existing stocks is proposed until 
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August 3 1, 2009 to permit use during the 2009 growing season. ‘No indication is given as 
to when action on the tolerance for molinate on rice will be taken. 

NFPA offers the example of the proposed cancellation df the reg!stration for mohnate to 
highlight two points. First, the EPA proposal to dam&l is based on requests for voluntary 
cancellation by the registrants of the pesticide. This $tuation,\appens much more 
frequently than direct action due to the finding of an unacceptable dietary risk. NFPA 
believes that FDA must be prepared to respond with guidance in these and similar 
situations. Second, the actual date after which molinate cannot be used is almost twelve 
months after the date on which registrants propose to stop sale and distribution of the 
product. In any FDA guidance for the &&neIs of trade provision concerning molinate, 
for example, NFPA would expect a clear indication that the key date regarding the 
cancellation of the product is the d,ate after which useis prohibited not the date after 
which sale and distributibn is prohibited: NFPA urgei FDA to clb’sely coordinate and 
communicate with EPA on any actions to m&e sure allowances for use of existing 
pesticide stocks are reflected in FDA’s guidance. 

NFPA agrees with FDA’s approach in the Draft Guidance on the following points: 

e Allowing flexibility in the documentation up&which a showing of legal 
application can be based. NFPA notes that’m some instances, the responsible party 
may be able to document more precisely the date on which the pesticide was 
applied. 

l FDA’s proposed approach for enforcement with respect to multiple ingredient ; 
foods. 

l FDA’s use of the methods of pesticide analysis cited in FDA’s compliance 
programs for pesticide residues in domestic and imported foods in the proposed 
enforcement approach with respect to FDA “finding” a food containing a relevant 
pesticide residue. 

,: 
.: “. . 

FDA’s determination that during a given period 1ePal u8e will be presumed is appropriate, -; ,Y 
but mav be limited by data availabilitv. 

i 
NFPA supports FDA’s intent to establish periods of,time during v&ch the finding of a 
pesticide residue at or below the acceptable tolerance JV~II be presumed to be the result of 
a legal application. As noted above, NFPA urges FDA to be certain the last date 
established for determining when legal application could occur reflects the conditions of 
EPA’s action to cancel a registration. Also, #NFPA believes jnformation for determining 
when a particular commodity (fresh, frozen, or otherwise processed) will remain in the, 
channels of trade and for estimating pesticidk degradation (or lack of degradation) in 
foods may be very limited in the absence of additional information from the public. 
NFPA’s concern is that generalized expectations regard&g the iength of time fresh 
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commodities or processed foods remain in comme@e could underestimate the time legal 
application of a pesticide can be presumed. The specific fresh or processed commodity 
involved may be significant. For example, some commodities, such as apples, may be kept 
in refrigerated conditions for up to one full year after harvesting and subsequently used in 
the fresh market or in further processed products. / Processed apple products, in turn, may 
be in the channels of trade for four or five years. 

E?A may have limited or no applicable information, on the degradation/or lack of 
degradation of pesticides in relevant commodities, ,IZPA does not require extensive data 
from registrants regarding residue degradation in either fresh or ,processed foods and may 
have information representative of crop “groupings rather than specific commodities. 
NFPA assumes FDA will not commission new studies, but intends to rely primarily on 
EPA information and data. NFPA’s c,oncern is thatirelying on available data will limit 
FDA’s abil~~~‘to’accu~~~~i;;ieterrnine the time periods under which legal application of a 
pesticide can be presumed. 

NFPA urges FDA to provide the opportunity for public comment on proposed guidance 
prior to adoption as FDA’s guidance for ;enforceme& The Draft Guidance desdribes the 
intent of FDA is to place a Level 2 guidance on the Agency’s website in conjun&ion with 
EPA’s proposed action concerning the particular pesticide chemical. NFPA urges FDA to 
make sure the availability of the Level 2 guidance is clearly indicated on the website and, 
preferably, through a Federal Re&ter notice. FDA is also urged to seek reference to the 
guidance in the EPA proposed action. FDA’s Good:Guidance.Practices (2 1 CFR 10.115) 
suggests Level 2 guidance may become immediately implemented once it is posted on the 
FDA website, unless FDA indicates otherwise when the document is made available. 
NFPA strongly urges FDA to use the Agency’s discretion and actively solicit public 
comment before a pesticide specific guidance is implemented. This may be particularly 
significant if EPA has limited information about the relevant pesticide or the EPA action is 
substantially changed from what is originally proposed. 

FDA should increase the estimated number of Level 2 guidance actions that may be ..e 
needed. 

In the notice for the Draft Guidance (68 FR 43535), FDA states that the Agency assumes 
two pesticide tolerances are altered per year. NFPA believes this is a major under, 
estimate. NFPA believes the channels of trade provision (FFDCA Section 408(l)(5)) 
applies to any EPA action that revokes, suspends, or modifies a tolerance or exemption 
for a pesticide chemical residue. Section 498(l)(5) applies to any tolerance action taken 
under Section 408 and not just those actions based on a finding in whole or in part of 
unacceptable dietary risk. EPA. statistics’ on tolerance revocations indicate that,over 1800 
tolerance revocations have been issued between 1997 and 2002 thii involve approximately 
200 pesticides, NFPA has not analyzed these actions in detail. However, it is likely many 
were the result of voluntary actions taken by registrants, or EPA initiative to remove 
tolerances for which registrations were removed some time in the past, and/or a tolerance 
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was determined to be unnecessary due to the finding that no residue is likely, such as in 
animal products. Clearly, FDA did not act on all these toleranc,e actions in that FDA 
issued Level 1 guidance for the channels of trade provision for two of these pesticides, 
Preparation of a FDA kevel 1 guidance!may not have been justified in the vast majority of 
past tolerance revocations. Plowever, NFPA believes these tolerance actions are covered 
under the channels of trade provision as envisioned in the passage of the Food Quality 
Protection Act. NFPA urges FDA to recognize that the effort faced both by the Agency 
and the food industry may be more extensive than indicated in the Agency’s regulatory 
impact analysis and to elaborate on the Agency’s interpretation of which tolerance actions 
are subject to the channels of trade provision and which are not. 

Holding foreign entities to the pesticide cancellation date for purposes of determining the 
period of presumed leaal application of a pesticide mav neQate the legal standing of US 
tolerances. ,..;.- _ l’i sll* ‘..,a,.,*- 

Under the Draft Guidance, FDA proposes to hold foreign uses of a pesticide to the same 
enforcement approach as for domestic foods, In taking this approach, additional burdens 
may be imposed on domestic responsible’parties that base purchase decisions on import 
commodity/product compliance with an existing tolerance. NFPA stresses that there are 
practical limits to the opportunity and ability of US industry to directly monitor and/or 
directly control pesticide use in other countries in response to changes in FIFRA 
regulations that did not, and may not in the future, have any legal standing or relevance in 
other countries. / I : ! 1 ‘, ~-- I i ,_ ,/ _ 
NFPA urges FDA to discuss the Agency’s view of boy a showing of legal application 
might be made with respect to commodities that are imported or derived from imported 
commodities in which the imported product was in co;mpliance with an established EPA 
tolerance at the time of purchase and the presence ~of a legal residue extends beyond the 
period of presumed legal domestic application. The Draft Guidance suggests that a 
responsible party for a food found to contain a-pesticide residue due to an imported 
commodity or ingredient, after the period of presumed-‘legal application would not be able 
to demonstrate legal application. NFPA believes that in the infrequent circumstances 
where this situation might arise, the responsible party ‘would be able to demonstrate legal 
application of the pesticide by showing that the imported product was purchased when a 
legal US tolerance existed rather than having to document that the foreign use of the 
pesticide was in accordance with the registration.cancellation date established under 
FIFRA. The clarification NFPA seeks is ‘for those situations wherea tolerance revocation 
is not due to an imminent health concern, ’ ; 

Conclusion 

NFPA appreciates FDA’s effort to improve the effe&iveness- and e@iciency of applying the 
channels of trade provision. Because of the,diversity of situations as determined by the 
potentially relevant pesticides, commodities,: and food products, the continued 
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d e v e l o p m e n t o f c a s e i b y -c a s e  g u i d a n c e  i s  a p p ro @ i & e . C a re  c o n ti n u e s  to  b e  n k e d e d  to  
m a k e  s u re  p o te n ti a l l y  a ffe c te d  “re s p o n & b l e  p a rti e s ”’ a re  i & o l v e $  i n  a n d  i n fo rm k d  o f 
a c ti o n s  i n  a  ti m e l y  a n d  e ffe c ti v e  m a n n e r. 

N F P A  th a n k s  F D A  fo r th i s  o p p o rtu n i ty  to  c o m m e n t a n d  w i l l  g l a d l y  re s p o n d  to  q u e s ti o n s  
y o u  m a y  h a v e . 

R e g a rd s , 


